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DETAILED ACTION 

1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Response to Arguments 

2. Applicant's arguments filed 24 October 2008 have been fully considered but they 
are not persuasive. 

Regarding Applicant's argument that Grzegorzewski's piezoelectric element is 
not a signal driver, the Examiner still disagrees. Applicant has not provided any 
specialized definition of what constitutes a signal driver, nor is one described at any 
point in the specification. As such, the term is given its broadest reasonable 
interpretation, that being an element that produces a signal. A piezoelectric component, 
such as that of Grzegorewski, inherently produces a variable signal. The additional 
features Applicant has cited as belonging to a "signal driver" are not present in the 
disclosure, nor are they at any point tied to a "signal driver", since that component is not 
included in the disclosure of the invention. 

Regarding Applicant's arguments that Freiherr Von Der Goltz does not disclose a 
signal processor that determines a blood characteristic in response to an applied signal, 
the Examiner disagrees. The cited control unit (element 18) works in cooperation with 
the pressure sensor (element 9) to determine the pressure in a chamber, where the 
pressure varies as a result of changes in blood characteristics. That is, as the pressure 
changes, it is directly connected to changes in the blood characteristics that are the 
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result of an applied signal, with the measurement system being able to determine the 
changes in the blood characteristic based upon the aforementioned measurements. 

Finally regarding the repeated arguments concerning the rejection under 35 USC 
1 1 2 2nd, the Examiner maintains that it is not clear what is intended by the phrase 
"biological sensing media" because no description is provided in the disclosure. Though 
a direct quote is not required, there must be some way of relating what is claimed to the 
description of the invention in the disclosure. "Biological sensing media" is a very broad 
term, while the disclosure presents a more detailed description relating to what has 
been labeled as a "bio-sensing element". All of Applicant's remarks are drawn to various 
sensing elements, with no reference to media. The Examiner once again notes that 
merely amending the claims to match the language used in the disclosure would 
overcome this rejection. 

Claim Rejections - 35 USC § 102 

1 . Claims 33, 36, and 42 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Freiherr Von Der Goltz (US Patent 7223365). 

Regarding claim 33, Freiherr Von Der Goltz discloses a blood analysis device 
comprising a transducer element (column 3, lines 2-17; element 4), biological sensing 
media in communication with the transducer (column 2, lines 49-53), a signal driver in 
communication with the transducer for applying a signal to the transducer and varying it 
(element 1 7, 1 8), an inlet port for delivering blood to the transducer element (element 
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5), and a signal processor in connection with the transducer for determining a blood 
characteristic from the blood's response to the varying signal (elements 9, 18). 

Regarding claim 36, Freiherr Von Der Goltz further discloses a bioactive material 
on the transducer element (column 1 1 , lines 50-62). 

Regarding claim 42, Freiherr Von Der Goltz further discloses a catheter (element 

57). 

2. Claims 33-35, 37, 39, 43, 47 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Grzegorzewski (US Patent 5494639). 

Regarding claim 33, Grzegorzewski discloses a blood analysis device comprising 
a transducer element (elements 14), biological sensing media in communication with 
the transducer (element 13), a signal driver in communication with the transducer for 
applying a signal to the transducer and varying it (element 8), an inlet port to direct 
blood to the transducer element (element 11), and a signal processor in communication 
with the transducer that determines a blood characteristic from the blood's response to 
the applied signal (element 52). 

Regarding claim 34, Grzegorzewski discloses the transducer as an 
electrostrictive element (column 3, lines 39-61). 

Regarding claim 35, Grzegorzewki further discloses the transducer including a 
plurality of sensors (electrodes 14). 
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Regarding claim 37, Grzegorzewski discloses varying an applied frequency 
(column 3, lines 43-53; column 6, lines 8-10). Regarding claim 39, the Examiner notes 
that there are no alternatives to individual, sequential, and simultaneous delivery of a 
signal, and Grzegorewski's signal therefore inherently is delivered via one of these 
options. 

Regarding claim 43, Grzegorewski's device can be used to test any subject's 
blood, including that of the person operating the unit. 

Regarding claim 47, Grzegorzewski discloses a bulk bioactive material (element 
13; column 3, lines 29-37). 

Claim Rejections - 35 USC § 103 

3. Claims 48-50 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Freiherr Von Der Goltz in view of Jina (US Patent 6673622). 

Freiherr Von Der Goltz discloses all the elements of the claimed invention, as 
described above, except for the device comprising data storage, processing, and 
transmission of physiological characteristics and providing information to a patient. Jina 
teaches a blood characteristic analysis system comprising data storage, processing, 
and transmission, including storing blood data and providing information to a patient via 
a display (column 6 line 30 to column 7 line 23), in order to effectively analyze and use 
the gathered data. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have made the system of Freiherr Von Der Goltz with 
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data storage, processing, and transmission, and display of information, as taught by 
Jina, in order to effectively analyze and use the gathered data. 



4. Claims 48 and 51 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Freiherr Von Der Goltz in view of Stiene (US Patent Application Publication 
2004/0072357). 

Regarding claims 48 and 51, Freiherr Von Der Goltz discloses all the elements of 
the claimed invention, as described above, except for the device comprising data 
storage, processing, and transmission, and wired and wireless communication. Stiene 
teaches a blood characteristic analysis system comprising data processing, storage, 
and transmission, including wired and wireless communication between the device, a 
patient, and a health center (paragraphs [0044], [0055]-[0066], [0078], [0115]), in order 
to facilitate analysis of gathered data. It would have been obvious to one of ordinary skill 
in the art at the time the invention was made to have made the device of Freiherr Von 
Der Goltz with data processing, storage, and transmission, as well as wired and 
wireless communication, as taught by Stiene, in order to facilitate data analysis. 



5. Claim 41 is rejected under 35 U.S.C. 103(a) as being unpatentable over Freiherr 
Von Der Goltz. 

The Examiner notes that Freiherr Von Der Goltz does not expressly disclose the 
effect generated by the transducer traveling between 1 nm and 1 cm into the blood from 
the transducer's surface. However, the distance the signal travels is a function of the 
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sample volume, as well as the type of signal being applied and the strength and 
frequency of that signal. As such, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to configure the device such that the 
transducer's effect would travel between 1 nm and 1 cm from its surface. 

6. Claim 40 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Grzegorzewski in view of Corey (US Patent Application Publication 2004/0054283). 

Grzegorzewski discloses all the elements of the claimed invention, as described 
above, except for the frequencies including a resonant, antiresonant, harmonic, or 
anharmonic frequency. Corey teaches analyzing blood characteristics at a resonant 
frequency (paragraph [01 13]), in order to accurately calculate hematocrit. It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
have used the system of Grzegorzewski at a resonant frequency, as taught by Corey, in 
order to obtain accurate measurements. 

Allowable Subject Matter 

7. Claims 38 and 44-46 would be allowable if rewritten to overcome the rejection(s) 
under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action and to include all of 
the limitations of the base claim and any intervening claims. 

The prior art of record fails to anticipate or make obvious the invention of claim 
38, including, inter-alia, a blood analysis device comprising a signal driver that applies a 
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varying frequency signal to a transducer, where the range of the frequency is between 1 
KHz and 10 GHz. 

The prior art of record fails to anticipate or make obvious the invention of claim 
44, including, inter-alia, a blood analysis device comprising two acoustic sensors, one 
for analyzing the blood and the other for comparing the blood to a reference fluid. 

The prior art of record fails to anticipate or make obvious the inventions of claims 
45 and 46, including, inter-alia, a blood analysis device coated with collagen or tissue 
thromboplastin. 

Conclusion 

3. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KAREN E. TOTH whose telephone number is (571)272- 
6824. The examiner can normally be reached on Mon thru Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on 571-272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Patricia C. Mallari/ 

Primary Examiner, Art Unit 3735 

IK. E. TV 

Examiner, Art Unit 3735 



